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DETAILED ACTION 

Election/Restrictions 

Claims 25-29 are witliclrawn from furtlier consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in tlie reply filed on 1-3-2008. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 1-8, 10, 11, 13-16, 18-21, 24, and 30-40 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Shaw et al et al (US 6,080,182) in view of Stevens et 
al (US 5,797,960). 

Regarding claim 1 , 4, 6, 7, 1 1 , and 40, Shaw et al discloses a device for sealing 
a puncture extending through tissue proximal to an interior vessel surface, the device 
comprising a first disk (the first end of sealing device 132) having a self-expanding 
frame that forms a plurality of petals (Figures 8A-8F); and a proximal element 
comprising a second disk (the second end of sealing device 132) having a second self- 
expanding frame coupled to the first disk. Examiner notes that although the frame 
forms the plurality of petals by providing the structure thereof, the plurality of petals is 
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currently interpreted to include both the frame and the membrane overlying said frame. 
In Applicant's Arguments submitted January 3, 2008, Applicant pointed to Figure 3 of 
Shaw et al, which shows the construction of the first and second disks wherein a 
membrane is applied to first and second bare wire frames. Applicant correctly points 
out that many of embodiments, including those relied upon shown in Figures 22A-22G, 
the first and second frames are connected to one-another via their respective 
membranes. While the first and second frames do not immediately contact one- 
another, this connection between the first and second frames constitutes a coupling 
between said frame nonetheless. Additionally, Shaw et al teaches alternate 
embodiments in which the first and second frames are more directly coupled to one 
another. (Figures 32A and 32B) The device has a retracted delivery configuration 
adapted for delivery to the puncture, and a deployed configuration in which the first disk 
is adapted to engage and substantially conform to the interior vessel surface, and the 
proximal element is configured to engage the tissue. (Figures 22A-22G) The second 
self-expanding frame forms a plurality of petals. (Figures 8A-F) 

There is a minimally invasive delivery apparatus (Figure 36) comprising first and 
second delivery elements 216, 222 configured to at least selectively limit distal 
translation of the first delivery element with respect to the second delivery element so 
that only the first disk is extended out of the minimally invasive delivery apparatus. 
(Column 17, Lines 16-30) There is at least one delivery shaft 80 configured to facilitate 
coupling of the first disk to the proximal element, (Figures 22A-22-G) and at least one 
delivery element constrained to translate a maximum distal depth. (Figure 36, Column 
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17, Lines 16-30). The proximal element comprises a spring (Figure 40D). There is a 
membrane encasing at least the self-expanding frame of the first disk. (See Abstract) 

Shaw et al does not disclose that the device. Including the first and second disks, 
are configured to be released from engagement with the Interior vessel surface after 
deployment of the device, thereby permitting the device to be repositioned wherein the 
at least one delivery shaft Is configured to facilitate coupling and decoupling of the first 
disk from the proximal element. Shaw et al also does not disclose that the first disk Is 
attached to a nut and the second disk Is attached to a bolt, the nut configured to be 
releasably coupled to the bolt, or that a joint Is connected to the first and second end of 
the plurality of petals. 

Stevens et al discloses a similar system for sealing a puncture comprising a first 
disk attached to a nut and the second disk attached to a bolt, the nut configured to be 
releasably coupled to the bolt (Figures 10-14, Columns 4-5, Column 20) wherein at 
least one delivery shaft Is configured to facilitate coupling and decoupling of the first 
disk from the proximal element. (Figures 10-14, Columns 4-5, Column 20) Thus, the 
sealing device. Including the first and second disks, are configured to be released from 
engagement with the interior vessel surface after full deployment of the device, thereby 
permitting the device to be repositioned. (Figures 10-14, Columns 4-5, 20, 25) 
Additionally, this connection mechanism comprises joint regions 152, 180 located at the 
center of the first disk and the proximal element respectively. 

It would have been obvious to one of ordinary skill In the art at the time of the 
Invention to modify the apparatus of Shaw et al by providing the attachment mechanism 
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disclosed in Stevens et al for purposes such as allowing the sealing device to be 
repositioned if the first deployment position is unsatisfactory as taught by Stevens et al. 
(Column 25, Lines 4-17) The system of Shaw, modified as taught by Stevens, includes 
joint regions located at the center of the first disk and proximal element and extending 
through the first disk and proximal element. The plurality of petals is interpreted to 
comprise the wire frames and the membrane overlying said frames. Opposing sides of 
the wire frames are considered first and second ends. The frame is mechanically 
connected to both the first and second ends at least via the membrane. 

Regarding claims 10,13, 30-36, and 37-39, 37, Shaw et al does not disclose that 
at least part of the device is biodegradable. Shaw et al additionally does not disclose 
that one or both of the first disk and the proximal element comprises barbs, hooks, 
sharp edges, or roughened surfaces. 

Stevens et al discloses that it was well known to have at least part of the device 
is biodegradable (Column 22, 18-23), and that one or both of the first disk and the 
proximal element may comprise barbs, hooks, sharp edges, or roughened surfaces. 
(Figures 10-15, Column 20, Lines 27-48) It would have been obvious to one of ordinary 
skill at the time of the invention to further modify the apparatus of Shaw et al by having 
at least part of the device be biodegradable for purposes such as allowing components 
to biodegrade as the tissue heals as taught by Stevens et al. Additionally, it would have 
been obvious to one of ordinary skill in the art at the time of the invention to further 
modify the apparatus of Shaw et al by providing barbs, hooks, or sharp edges to aid the 
closure device in engaging the vessels walls as taught by Stevens et al. 
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Claim 12 Is rejected under 35 U.S.C. 103(a) as being unpatentable over Shaw et 
al et al (US 6,080,182) in view of Van Tassel et al (US 6,949,1 13). 

Claims 12 and 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shaw et al et al (US 6,080,182) in view of Stevens et al (US 5,797,960) as applied to 
claim 14 above, and further in view of Van Tassel et al et al (US 6,949,1 13). 

Regarding claim 12, Shaw et al and Stevens et al teach all elements of claim 12 
as previously discussed except a coagulant-enhancing agent that is disposed on one or 
both of the first disk and the proximal element. Van Tassel et al discloses device for 
sealing an opening in a blood vessel comprising a coagulant-enhancing agent that Is 
disposed on a disk. (Column 12, Lines 20-24) It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify the apparatus of Shaw et al 
by providing a coagulant-enhancing agent that is disposed on one or both of the first 
disk and the proximal element to prevent blood from passing through the sealed 
puncture as taught by Van Tassel et al. 

Regarding claim 17, Shaw et al and Stevens et al teach all elements of claim 17 
as previously discussed except a coagulant-enhancing agent that Is disposed on one or 
both of the first disk and the proximal element. Van Tassel et al discloses device for 
sealing an opening in a blood vessel comprising a coagulant-enhancing agent that Is 
disposed on a disk. (Column 12, Lines 20-24) It would have been obvious to one of 
ordinary skill in the art at the time of the invention to further modify the apparatus of 
Shaw et al by providing a coagulant-enhancing agent that is disposed on one or both of 
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the first disl< and tlie proximal element to prevent blood from passing through the sealed 
puncture as taught by Van Tassel et al. 



Response to Arguments 

Applicant's arguments filed August 29, 2008 have been fully considered but they 
are not persuasive. 

Applicant argues that each of Shaw, Stevens, or Van Tassel fail to teach a joint 
connected to first and second ends of a plurality of petals. Examiner holds that Stevens 
teaches joint regions that are connected to disk members. By combining the disk 
members of Shaw having petals with the connection mechanism of Stevens having joint 
members, the combined device has joints that are connected to a plurality of petals. 
Since the joints are connected to the entire frame, they are inherently connected to at 
least first and second ends of said frame. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric Blatt whose telephone number is (571)272-9735. 
The examiner can normally be reached on Monday-Friday, 9:00 AM-6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kevin T. Truong/ 

Primary Examiner, Art Unit 3734 
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571-272-9735 



